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Application/Control Number; 09/222,460 
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DETAILED ACTION 

, 1 A..c\ The amendment amended claim 1. Claims 
m amendment filed 5-10-02 is acknowledged. The ame 

1, 4.5, 7-9, 17, 22-24 are pending in this application. 

Claim Rejections ■ 35 VSC % 112 

frWs9 .ejected under 35 U.S.C. 112, second paragraph, as bemg 
1 The reiection of Claims re)ecic 

regards as the invention is hereby withdrawn. 

Claim Rejections -35 use % 102 

fCla^sl4-5under35U.S.C.l02(a)asbemgandcipatedbySanolaetal.is 

2 The rejection ot Llaiins i, t j ui 

hereby withdrawn. 

. , , • . 1 4 5 under 35 U.S.C. 102(b) as being anticipated by Liu et al. is 
3. The rejection of claims 1, 4-b unaer 

hereby withdrawn. 



, et 

. . . under 35 U.S.C. 102(b) as being anuup...^ ^; 

4. The rejection < 

alls hereby withdrawn. 



Claim Rejections ■ 35 USC § 103 

f 35 U S C 103(a) which forms the basis for aU obviousness 
The foUowing is a quotation of 35 U.b.C. ) 

ejections set forth m this Office action: 
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manner in which the invention was made. 

This appUcation currently names joint inventors. In considering patentability of the clamis 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various clakis was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. AppUcant is advised of the obligation under 37 CFR 1 .56 to point out the inventor and 
mvention dates of each claim that was not commonly owned at the time a later invention was made 
m order for the exammer to consider the appHcability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(Q or prior art under 35 U.S.C. 103(a). 

5. Claims 1, 4-5, 7-9, 17, 20 and 22-24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hammerman et al. in view of Liu et al.. for the reasons set forth in the previous 
office action and die reasons set forth below. 

The claims are drawn to the treatment of metanephric tissue using a growdi factor 
containing composition for metanephric development. 

AppUcants argue that Hammerman does not teach the administration of one or more 
growth factors at the time of ureteroureterostomy or dunng or after transplants. Applicants state 
that die instant clamis are drawn to a method wherein the tissue is induced by exposure to growth 
factors ratiier than an organ culture. The reference of Lui et al. fails to demonstrate which 
components of an organ culture actually produce metanephroi enlargement. Applicants state diat 
"it IS not uncommon for tissue to grow when it is placed in a nutrient culture for 7 days, 
irrespective of the presence of IGF-1 m the medium." Tlie reference fails to demonstrate that 
IGF-1 specifically induces changes in die metanephroi si2e morphology. FinaUy, Rogers fails to 
address the limitation of administration 8 and 2 hours prior to transplantation. 
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Applicant's arguments filed 7-29-02 have been My considered but diey are not persuasive. 

First, no longer is the abstract appHed to the rejection, rather the entire reference has been 
furnished. On page 389 of die reference states tiiat IGF 1 "accelerates and maintains die 
conversion of induced mesenchyme into die renal epidiehum witii consequential increase in die size 
as well as nephron population." Thus, die reference specificaUy teaches die actions of exogenous 
IGF-I on metanephric tissue. Furdier, AppUcants attempt to make a distinction between die 
admimstration of die culture and die growtii factor itself. However, die clamis are open ended 
since tiiey use die terminology "comprismg." As a result, so long as die reference teaches a 
composition contammg a growdi factor, it sufficiendy reads on die clamis. Because die reference 
teaches die role of IGF-1 in tissue enlargement, one would be motivated to use exogenous IGF-I 
on metanephric tissue. As for die time, one could have optimized favorable times of 
admmistration via routine expermientation. As a furdier note, premcubation of die tissue widi die 
growdi factor would be similar to die in-vitro mediodology disclosed. 
Rejection is maintained. 

6. Claims 1, 4-5, 7-9, 17, 20 and 22-24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hammerman et al. in view of Rogers et al for die reasons set fordi in die 
previous office action and die reasons set fordi below. 

The claims are drawn to die treatment of metanephric tissue usmg a growdi factor 
containing composition for metanephric development. 

Note diat die entire Rogers reference has been applied. 
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Applicants argue that Hammerman does not teach the administration of one or more 
growth factors at the time of ureteroureterostomy or during or after transplants. Rodgers teach 
the administration of transforming growth factors endogenously rather than exogenously as recited 
in Applicant's claims. Moreover, Rogers is limited to in vitro rather than in vivo as claimed. 
Moreover, Applicants ague that Rogers "fails to demonstrate that TGF-a specifically induces 
changes in the metanephroi si2e morphology. AppHcants observe that it would not be unusual for 
metenepheric tissue grown in organ culture for up to six days to increase in size and morphology, 
irrespective of the presence of TGF-a." Finally, Rogers fails to address the limitation of 
administration 8 and 2 hours prior to transplantation. 

Applicant's arguments filed 7-29-02 have been fiiUy considered but they are not persuasive. 

First, no longer is the abstract applied to the rejection, rather the entire reference has been 
fiirnished. Rogers acknowledges that their methodology is the endogenous blocking of TGF-a. 
The reference also states that the exogenous EGF induced enhanced differentiation of thick 
ascending limb-early distal tubules and collection ducts (see page F538). Further, the reference also 
states that the EGF and TGF-a interact with a common receptor. The reference concludes that 
although the disclosed method difference form exogenous administration of EGF, the effects of 
TGF-a are consistent with the action of exogenous EGF. Therefore, it would have been obvious 
that TGF-a would be as effective in differentiation of thick ascending limb-early distal tubules and 
collection ducts as EGF was when added exogenously. Therefore, one would have been motivated 
to add exogenous TGF-a or at the least EGF. As for the time, one could have optimized favorable 
times of administration via routine experimentation. As a fiirther note, preincubation of the tissue 
with the growth factor would be similar to the in-vitro methodology disclosed. 
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7. The rejection of claims 7-9, 17, 20 and 22-24 under 35 U.S.C. 103(a) as being unpatentable 
over Woolf et al. in view of Rogers et al.. Is hereby withdrawn. 

8. The rejection claims 7-9, 17, 20 and 22-24 under 35 U.S.C. 103(a) as being unpatentable 
over Woolfe et al. in view of Liu et al. is hereby withdrawn. 

9. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (703) 308-4001 . If attempts to 
reach die examiner by telephone are unsuccessful, the examiner's supervisor, Christopher Low, can 
normally be reached on (703)308-2923. The fax phone number of diis group is (703) 308-4242. 

Any inquiry of a general nature or relating to die status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 
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SUPERVISORY PATENT EXAMINER 
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